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Section II. Remarks 

Claims 20, 24, 27, 28, 31-34, 36, and 38 have been amended herewith. No new matter has 
been added pursuant to 35 U.S.C. § 132. 

A. Telephonic Interview on December 29, 2005 

The undersigned wishes to express his appreciation to the examiner for participating in a 
telephonic interview on December 29, 2005 to discuss the November 9, 2005 Office Action and 
the art cited therein. 

B. Claim Rejections Under 35 U.S.C. S 112 

Claim 24 was rejected under 35 U.S.C. § 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. Specifically, the term "and/or" was deemed to render unclear the scope of claimed 
material characteristic. 

Claim 24 has been amended herewith to overcome this rejection. Withdrawal of the rejection of 
claim 24 under 35 U.S.C. § 1 12, second paragraph, is respectfully requested. 

C. Claim Rejections Under 35 U.S.C, S 102 
L Rejections Under § 102 Generally 

"Anticipation requires the disclosure in a single prior art reference of each element of the claim 
under consideration." W.L. Gore & Assocs. v. Oarlock, 721, F.2d 1540, 220 USPQ 303 at 313 
(Fed. Cir. 1983), cert, denied, 469 U.S. 851 (1984). It is not enough that the prior art reference 
disclose all the claimed elements in isolation. Rather, "anticipation requires the presence in a 
single prior art reference disclosure of each and every element of the claimed invention, arranged 
as in the claim." Lindemann Maschinenfabrik GmbH v. American Hoist & Derrick Co., 730 F.2d 
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1452, 221 USPQ 481, 485 (Fed. Cir. 1984) (emphasis added). Further, "[u]nder 35 U.S.C. § 102, 
anticipation requires that ... the prior art reference must be enabling, thus placing the allegedly 
disclosed matter in the possession of the public." Akzo, N. V. v. United States Int'l Trade Comm 
808 F.2d 1471, 1 USPQ2d 1241, 1245 (Fed. Cir. 1986). 

2. Rejections Based On U.S. 6.670.171 to Carll 
Claims 20-21, 23-27, 29-36, and 38-40 were rejected under 35 U.S.C. 102(e) as being anticipated 
by U.S. 6,670,171 to Carll ("Carll"). 

Carll discloses a collapsible and disposable mixing bag 105 matable with a headplate 125 from 
which an impeller 140 having a magnet-containing hollow flexible shaft is suspended. Carll, 
FIGS. 1-2 and related text The magnet may be reused . Id., col. 2, lines 62-65. The bag is sealed 
to a circumferential edge of the headplate. Carl!, col. 3, lines 10-14. Mixing is effected by placing 
the mixing bag on an external magnetic stirnlate that imparts magnetic energy to the magnet 
disposed within the hollow shaft to cause the shaft and impeller to move, e.g., in an elliptical 
pattern. Carll, col. 4, lines 25-57. A restriction element such as an O-ring is disposed on the shaft 
to ensure gentle rotation of the impeller, so as to prevent shearing of cells disposed within the 
mixing bag. Id., col. 2, line 66 - col. 3, line 6. The bag includes outer edges or seams that allow 
the bag to be free-standing; alternatively, a solid base similar to the headplate could be used to 
ensure the upright stabilization of the bag. Carll, col. 3, lines 15-24. 

Carll fails to teach or suggest the use of various features required by claims 20-40. For example, 
each of claims 20-40 require a mixing element mechanically coupled to a motor. Carll 
specifically teaches the use of an external magnetic stirplate that interacts magnetically with a 
magnetic mixing element disposed within the mixing bag. A device according to Carll has limited 
utility since it imparts only limited mixing force to the contents of the bag due to the relatively 
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weak magnetic interaction, and the mixing apparatus is not easily scalable to larger sizes and 
volumes as a result. Carll further fails to teach a "support frame coupled to the mixing tank with at 
least one coupling element [and] defining a plurality of windows," as required by claims 31-32 and 
34-36; instead, Carll teaches the use of integral outer edges or seams, or a solid base similar to the 
headplate, that are used to ensure the upright stabilization of the bag. 

For at least these reasons, Carll fails to disclose "each and every element of the claimed invention, 
arranged as in the clatmfs], as required to support an anticipation rejection according to 
Lindemann Maschinenfabrik GmbH v. American Hoist & Derrick Co., 730 F.2d 1452, 221 USPQ 
481, 485 (Fed. Cir. 1984). Accordingly, withdrawal of the rejections of claims 20-21, 23-27, 29- 
36, and 38-40 based on Carll is respectfully requested. 

3 . Rejections Based On U.S. 2003/0226857 to Bibbo 
Claims 20-40 were rejected under 35 U.S.C. 102(e) as being anticipated by U.S. Patent 
Application Publication No. 2003/0226857 to Bibbo et al. ("Bibbo"). 

Bibbo discloses a mixing assembly including a flexible mixing bag 202, a mixer or impeller 204 
configured to be disposed within the mixing bag 202, and an expandable tubular seal 206 
configured to provide a fluid sealed connection between the mixing bag 202 and the mixer 204, 
wherein a mixing shaft 208 extends through a tubular seal 206 into the mixing bag to engage the 
mixer (impeller) 204 that directly contacts the contents within the bag . Bibbo, 01 13-0138 & 
FIGS. 11, 14A, 14B. Mixing is accomplished by selectively raising or lowering the mixer with, 
and/or rotating, the shaft. E.g., Bibbo, ffl 135-140. Mixing bags according to Bibbo are supported 
by the floor 1 10 and side walls 24 of a surrounding tank assembly 20. Bibbo, U 0121. 
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Bibbo fails to teach or suggest the use of various features required by new claims 20-40. For 
example, the claims require a sealed sleeve that serves as an isolation barrier (or prevents contact) 
between a mixing element and the interior of a tank. Bibbo discloses no su ch barrier-type 
sleeve; instead, Bibbo teaches direct contact between a mixer impeller 204 and the contents of a 
tank. See, e.g., Bibbo, TJ135 & FIG. 11 ("[a]s mixer 204 begins to push downward ... the fluid 
pushes flaps 264 against retention screen 260 ... [and] downward movement of mixer 204 causes 
the fluid within compartment 220 to flow down, out, up, and around as shown by arrow 294 in 
FIG. 11."). 

Additionally, Bibbo fails to teach the use of a support frame having a plurality of windows, as 
required by claims 31-32 and 34-37; instead, Bibbo teaches the use of a tank to support the mixing 
bag. The use of a frame versus a tank to support a mixing bag offers numerous advantages, 
including reduced material requirements and cost, enhanced flexibility to rescale mixing 
operations for different production volumes, and enhanced visibility of the contents of the tank. 

For at least these reasons, Bibbo fails to disclose "each and every element of the claimed 
invention, arranged as in the claimfs], as required to support an anticipation rejection according to 
Lindemann, supra. Accordingly, withdrawal of the rejections of claims 20-40 based on Bibbo is 
respectfully requested. 

4. Rejections Based On U.S. Patent Application Publication No. 2002/0105856 to 
Terentiev 

Claims 20-24, 27-28, 30-34, 36, 38, and 40 were rejected under 35 U.S.C. 102(b) as anticipated by 
U.S. Patent Application Publication No. 2002/0105856 to Terentiev ("Terentiev"). 
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Terentiev discloses a mixing bag 12 containing a spiral-shaped rotatable flexible or rigid tube 22, 
122 that serves as a mixer. The rotatable tube extends through a first seal 1 8, 1 18, and optionally a 
second seal 1 19, defined in a wall of the bag, and engages an external motor 20. Terentiev, FIGS. 
1-2 and corresponding text, including K 0019. The tube and seal are sterilized separately from the 
bag and then assembled. Terentiev, ^ 0014. The bag is placed within a rigid container to provide 
structural support. Terentiev, H 0017. 

Terentiev fails to teach or suggest the use of various features required by claims 20-24, 27-28, 30- 
34, 36, 38, and 40. For example, Terentiev fails to teach a sealed sleeve that is welded to a mixing 
tank, as required by claims 20-24, 27-28, 30-34, 36, 38, and 40. The lack of welded joining 
between the tube and seals is apparent from paragraph 0014 of Terentiev: "[o]nce the bag is filled 
with product under sterile conditions, the tube 14 and seal 18 are placed in position as shown in 
FIG. 1, thereby sealing the bag." 

Additionally, Terentiev fails to teach the use of a support frame having a plurality of windows, as 
required by claims 31-32, 34, and 36; instead, Terentiev teaches the use of a rigid container 32 that 
holds and stabilizes the bag, and no windows are apparent. E.g. Terentiev, ^ [0015} & FIG. 1. 
The advantages of a window-containing frame over a rigid tank have been discussed previously. 

For at least these reasons, Terentiev fails to disclose "each and every element of the claimed 
invention, arranged as in the claim[s], as required to support an anticipation rejection according to 
Lindemann, supra. Accordingly, withdrawal of the rejections of claims 20-24, 27-28, 30-34, 36, 
38, and 40 based on Terentiev is respectfully requested. 
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D. Claim Rejections Under 35 U.S.C S 103 

L Rejections Under § 103 Generally 

Three requirements must be met for a prima facie case of obviousness. First the prior art 
reference(s) must teach all of the limitations of the claims. M.P.E.P. § 2143.03. Second, there 
must be a motivation to modify the reference or combine the teachings to produce the claimed 
invention. M.P.E.P. § 2143.01. Third, a reasonable expectation of success is required. M.P.E.P. § 
2143.02. In addition, the teaching or suggestion to combine and the expectation of success must 
both be found in the prior art and not based on Applicant's disclosure. M.P.E.P. § 2143. 

2. Rejections Based On Terentiev 
Claims 25-26, 35, and 37 were rejected under 35 U.S.C. 103(a) as being obvious over Terentiev. 
Terentiev has already been discussed hereinabove. As pertinent to these rejections, Terentiev fails 
to teach a sealed sleeve that is welded to a mixing tank, as required by claims 25-26, 35, and 37 for 
the same reasons as discussed previously. 

Since Terentiev fails teach all of the limitations of the claims, as required by M.P.E.P. § 2143.03 
to support a prima facie case of obviousness, the rejection of claims 25-26, 35, and 37 cannot 
stand, and the withdrawal of such rejections is respectfully requested. 



11 



PACE 11/12 * RCVD AT 1/9/2006 8:45:59 PM [Eastern Standard Time] * SVR:USPTO-EFXRF-6/26 * DN1S:2738300 • CSID:9 194199354 * DURATION (mm-ss):04-14 



9194199354 



IPTL 



08:48:52 p.m. 



01-09-2006 



Conclusion 



Claims 20-40 as now pending in the application are in form and condition for allowance. Issuance 
of a Notice of Allowance for the application is therefore requested. 

If any issues remain outstanding, incident to the formal allowance of the application, the Examiner 
is requested to contact the undersigned attorney at (919) 419-9350 to discuss same, in order that 
this application may be allowed and passed to issue at an early date. 



INTELLECTUAL PROPERTY/ 
TECHNOLOGY LAW 
Phone: (919) 419-9350 
Fax: (919) 419-9354 
Attorney File: 2771-681 (7489) 



Respectfully submitted, 




Reg. No. 46,182 
Attorney for Applicants 
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